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Billing Code 4410-09-P
DEPARTMENT OF JUSTICE
Drug Enforcement Administration
21 CFR Part 1308
[Docket No. DEA-417C]
Schedules of Controlled Substances: Placement of UR-144, XLR11, and AKB48

into Schedule I; Correction

AGENCY:: Drug Enforcement Administration, Department of Justice.

ACTION: Notice of proposed rulemaking; correction.

SUMMARY: The Drug Enforcement Administration published a document in the
Federal Register of May 14, 2015, concerning the proposal to place (1-pentyl-1H-indol-
3-yD)(2,2,3,3-tetramethylcyclopropyl)methanone (UR-144), [1-(5-fluoro-pentyl)-1H-
indol-3-y1](2,2,3,3-tetramethylcyclopropyl)methanone (5-fluoro-UR-144, XLR11), and
N-(1-adamantyl)-1-pentyl-1H-indazole-3-carboxamide (APINACA, AKB48) including
their salts, isomers, and salts of isomers whenever the existence of such salts, isomers,
and salts of isomers is possible, into schedule I of the Controlled Substances Act (CSA),
specifically under cannabimimetic agents. This corrected notice of proposed rulemaking
proposes to place such substances into schedule | of the CSA under hallucinogenic
substances.

DATES: Interested persons may file written comments on this correction to the initial
proposal in accordance with 21 CFR 1308.43(g). The DEA is requesting comments on

this change only and is not soliciting comments on other aspects of the May 14, 2015,


http://federalregister.gov/a/2016-06474
http://federalregister.gov/a/2016-06474.pdf

notice of proposed rulemaking published at 80 FR 27611. Electronic comments must be
submitted, and written comments must be postmarked, on or before [INSERT DATE 30
DAYS AFTER DATE OF PUBLICATION IN THE FEDERAL

REGISTER]. Commenters should be aware that the electronic Federal Docket
Management System will not accept comments after 11:59 p.m. Eastern Time on the last
day of the comment period.

ADDRESSES: To ensure proper handling of comments, please reference “Docket No.
DEA-417C” on all correspondence, including any attachments. The Drug Enforcement
Administration encourages that all comments be submitted electronically through the
Federal eRulemaking Portal, which provides the ability to type short comments directly
into the comment field on the Web page or to attach a file for lengthier comments. Please
go to http://www.regulations.gov and follow the online instructions at that site for
submitting comments. Upon completion of your submission you will receive a Comment
Tracking Number for your comment. Please be aware that submitted comments are not
instantaneously available for public view on Regulations.gov. If you have received a
Comment Tracking Number, your comment has been successfully submitted and there is
no need to resubmit the same comment. Paper comments that duplicate the electronic
submission are not necessary and are discouraged. Should you wish to mail a paper
comment in lieu of an electronic comment, it should be sent via regular or express mail
to: Drug Enforcement Administration, Attn: DEA Federal Register

Representative/ODW, 8701 Morrissette Drive, Springfield, Virginia 22152.



FOR FURTHER INFORMATION CONTACT: Barbara J. Boockholdt, Office of
Diversion Control, Drug Enforcement Administration; Mailing Address: 8701
Morrissette Drive, Springfield, Virginia 22152; Telephone: (202) 598-6812.
SUPPLEMENTARY INFORMATION:

Posting of Public Comments

Please note that all comments received are considered part of the public record. They
will, unless reasonable cause is given, be made available by the Drug Enforcement
Administration (DEA) for public inspection online at http://www.regulations.gov. Such
information includes personal identifying information (such as your name, address, etc.)
voluntarily submitted by the commenter. The Freedom of Information Act (FOIA)
applies to all comments received. If you want to submit personal identifying information
(such as your name, address, etc.) as part of your comment, but do not want it to be made
publicly available, you must include the phrase “PERSONAL IDENTIFYING
INFORMATION?” in the first paragraph of your comment. You must also place all of the
personal identifying information you do not want made publicly available in the first
paragraph of your comment and identify what information you want redacted.

If you want to submit confidential business information as part of your comment, but
do not want it to be made publicly available, you must include the phrase
“CONFIDENTIAL BUSINESS INFORMATION” in the first paragraph of your
comment. You must also prominently identify confidential business information to be
redacted within the comment.

Comments containing personal identifying information and confidential business

information identified as directed above will generally be made publicly available in



redacted form. If a comment has so much confidential business information or personal
identifying information that it cannot be effectively redacted, all or part of that comment
may not be made publicly available. Comments posted to http://www.regulations.gov
may include any personal identifying information (such as name, address, and phone
number) included in the text of your electronic submission that is not identified as
directed above as confidential.

An electronic copy of this document is available at http://www.regulations.gov for
easy reference.
Legal Authority

The DEA implements and enforces Titles Il and 111 of the Comprehensive Drug
Abuse Prevention and Control Act of 1970, as amended. 21 U.S.C. 801-971. Titles Il
and 111 are referred to as the “Controlled Substances Act” and the “Controlled Substances
Import and Export Act,” respectively, and are collectively referred to as the “Controlled
Substances Act” or the “CSA” for the purposes of this action. 21 U.S.C. 801-971. The
DEA publishes the implementing regulations for these statutes in title 21 of the Code of
Federal Regulations (CFR), chapter Il. The CSA and its implementing regulations are
designed to prevent, detect, and eliminate the diversion of controlled substances and
listed chemicals into the illicit market while providing for the legitimate medical,
scientific, research, and industrial needs of the United States. Controlled substances have
the potential for abuse and dependence and are controlled to protect the public health and
safety.

Under the CSA, each controlled substance is classified into one of five schedules

based upon its potential for abuse, its currently accepted medical use in treatment in the



United States, and the degree of dependence the substance may cause. 21 U.S.C. 812.
The initial schedules of controlled substances established by Congress are found at

21 U.S.C. 812(c) and the current list of scheduled substances is published at 21 CFR part
1308. 21 U.S.C. 812(a).

Pursuant to 21 U.S.C. 811(a)(1), the Attorney General may, by rule, “add to such a
schedule or transfer between such schedules any drug or other substance if he * * * finds
that such drug or other substance has a potential for abuse, and * * * makes with respect
to such drug or other substance the findings prescribed by subsection (b) of section 812
of this title for the schedule in which such drug is to be placed * * *.” The Attorney
General has delegated scheduling authority under 21 U.S.C. 811 to the Administrator of
the DEA. 28 CFR 0.100.

The CSA provides that proceedings for the issuance, amendment, or repeal of the
scheduling of any drug or other substance may be initiated by the Attorney General (1)
on her own motion; (2) at the request of the Secretary of the Department of Health and
Human Services (HHS)," or (3) on the petition of any interested party. 21 U.S.C. 811(a).
This proposed action (80 FR 27611, May 14, 2015) is supported by a recommendation
from the Assistant Secretary of the HHS and an evaluation of all other relevant data by
the DEA. If finalized, this action would impose the regulatory controls and
administrative, civil, and criminal sanctions of schedule I controlled substances on any

person who handles, or proposes to handle, UR-144, XLR11, or AKB48.

! As discussed in a memorandum of understanding entered into by the Food and Drug Administration
(FDA) and the National Institute on Drug Abuse (NIDA), the FDA acts as the lead agency within the HHS
in carrying out the Secretary’s scheduling responsibilities under the CSA, with the concurrence of NIDA.
50 FR 9518, Mar. 8, 1985. The Secretary of the HHS has delegated to the Assistant Secretary for Health of
the HHS the authority to make domestic drug scheduling recommendations. 58 FR 35460, July 1, 1993.



Background

UR-144, XLR11, and AKB48 are currently subject to schedule I controls on a
temporary basis, pursuant to 21 U.S.C. 811(h). 80 FR 27854, May 15, 2015. On May
14, 2015, the Administrator of the DEA published a notice of proposed rulemaking
(NPRM) to permanently schedule (1-pentyl-1H-indol-3-y1)(2,2,3,3-
tetramethylcyclopropyl)methanone (UR-144), [1-(5-fluoro-pentyl)-1H-indol-3-
yl](2,2,3,3-tetramethylcyclopropyl)methanone (5-fluoro-UR-144, XLR11), and N-(1-
adamantyl)-1-pentyl-1H-indazole-3-carboxamide (APINACA, AKB48) into schedule I
pursuant to the CSA. 80 FR 27611.

In the NPRM, the DEA inadvertently proposed the addition of these substances in
schedule I under 21 CFR 1308.11(g), cannabimimetic agents, by adding paragraphs (g)
(16) through (18). These substances should have been proposed to be added in schedule |
under 21 CFR 1308.11(d), hallucinogenic substances. This rulemaking therefore corrects
the NPRM by proposing the placement of these substances in 21 CFR 1308.11(d) by
adding paragraphs (d) (48) through (50). Because the DEA is proposing to classify these
substances as schedule I hallucinogenic substances, then by operation of 21 U.S.C.
802(14), this classification will include any optical, positional, or geometric isomers.
Interested persons may file written comments on this change in accordance with 21 CFR
1308.43(g). The DEA is requesting comments on this change only and is not soliciting
comments on other aspects of the May 14, 2015, NPRM. The DEA previously had
provided an opportunity for comments on other aspects of the NPRM on May 14, 2015,

through June 15, 2015.



Regulatory Analyses

This correction has no effect on the regulatory analyses statements that were
published with the notice of proposed rulemaking published in the Federal Register on
May 14, 2015, at 80 FR 27611.
Correction

In proposed rule FR Doc. 2015-11762, beginning on page 27611 in the issue of May
14, 2015, make the following corrections.

1. On page 27616 in the 3rd column, correct amendatory instruction 2.a. to read as
follows: “Adding paragraphs (d)(65) through (67); and”.

2. On page 27616 in the 3rd column, correct 8 1308.11 Schedule | regulatory text to
read as follows:
§ 1308.11 Schedule I.

@=* x>

(65) (1-pentyl-1H-indol-3-yl)(2,2,3,3-tetramethylcyclopropyl)methanone (UR-
L) e, (7144)

(66) [1-(5-fluoro-pentyl)-1H-indol-3-yl](2,2,3,3-tetramethylcyclopropyl)methanone
(5-FIUOFO-UR-144, XLRI1). ..o et e ee e (7011)

(67) N-(1-adamantyl)-1-pentyl-1H-indazole-3-carboxamide (APINACA,

AKBAS). .. e (7048)

* * * * *

Dated: March 16, 2016.
Chuck Rosenberg,
Acting Administrator.
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